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5 1 0(k) number: Kfl 1143
Name of the device: Poly-Chem' 90 Total Bilirubin
Device common name: Total Bilirubin reagent/test system
Product code: CIG
Regulation number: 862.1110
Classification: Class 11

Predicate Device: Poly-Chem® Total Bilrubin
Device common name: Total Bilirubin reagent/test system
5 1 0(k) number: K973995
Manufacturer: Randox Laboratories Ltd.,

55 Diamond Road, Crumlin,
Co. Antrim, United Kingdom,
BT29 4QY

Product code: CIG
Regulation number: 862.1110
Classification: Class II

Device Description: Poly-Chem 90 Total Bilirubin is for the quantitative in vitro
measurement of the level of total bilirubin in human serum on the
Poly-Chem 90 clinical chemistry analyzer. The test methodology is a
colorimetric method based on that described by Jendrassik and Grof
(1938). Total bilirubin is determined in the presence of caffeine, which
releases albumin bound bilirubin, by the reaction with diazotized
suiphanilic acid.

Intended use: Poly-Chern 90 Total Bilirubin is for the quantitative in vitro
measurement of the level of total bilirubin in human serum on the
Po0ly-Chem 90 clinical chemistry analyzer. Measurements of the level
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of bilirubin. an organic compound formed during the normal and
abnormal destruction of red blood cells, are used in the diagnosis and
treatment of liver, hemolytic hemnato logical, and metabolic disorders,
including hepatitis and gall bladder block.

Similarities and Difference s with Predicate Device
________________Similarities and Differences Total Bilirubin

I--te-m Poly-Chemn 90 Total Bilirubi Poly-Chem Total -Bilirubin
Intended Use For the quantitative in vitro For the quantitative in vitro

measurement of the level of total measurement of the level of total
bilirubin in human serum on the bilirubin in human serum and
Poly-Chem 90 analyzer. plasma on the Poly-Chem

analyzer.
Indications for Use Measurements of the level of Same

bilirubin, an organic compound
formed during the normal and
abnormal destruction of red blood
cells, are used in the diagnosis
and treatment of liver, hemolytic
hematological, and metabolic
disorders, including hepatitis and
gall bladder block.

Sample type _Serum Serum and plasmia
Test methodology Co orimetric -Same
Precision Intraassay: %CV from 0.4% to 1.7% intraassay: %CV from 2. 1% to 2.3%

Interassay: %CV from 4.3% to 5.4% Interassay: %CV from 1.4% to 1.9%
Samples from 0.50 to 25.71 g/dL Samples from 0.92 to 5.29 mg/dL

Measuring range 0. 1- 27.5 mg/dL 0.09 -25 mg/dL
Comparison with y = 0.98x - 0.03., r = 0.9998; 82 y = 0.93x + 0.02, r = 0.98; 33
Predicate samples from 0. 10 - 24. 10 mg/dL samples from 0.09 -4.86 mg/dL
Storage 15 -25 0 C Same
Stability Same Same
Expected values- Adults: up to I mg/dl (17 mol/l) Same
Reagent Kit Same Same
Analyzer IPoly-Chem 90 Poly-Chem 180
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Summary of performance testing
To demonstrate substantial equivalence, performance characteristics that were tested included
precision, linearity, sensitivity, interferences, and method comparison. Results of this testing are
summarized below. The results indicate that Poly-Chem 90 Total Bilirubin is substantially
equivalent to currently marketed Total Bilirubin reagent test systems.

Precision

Within run Between run
Sample Instrument Mean SD CV SD CV

1 I 0.50 0.008 1.65 0.027 5.40
_____ 2 0.50 0.006 1.19 0.025 5.10
2 1 5.02 0.021 0.42 0.215 4.29
_____ 2 4.98 0.032 0.65 0.225 4.51
3 I 25.71 0.059 0.23 1.270 4.94
____ 2 25.42 0.249 0.98 1.336 5.26

Linearity of the test
0:'07 - 27.5 mg/dL

Sensitivity
Limit of Quantitation

Limit of Blank Limit of Detection (10% CV)
0.0043 mg/dL 0.0 184 mg/dL 0.08 mg/dL

Interference
Highest level tested with no interference:

Hemoglobin 600 mg/dL
Triglyceride 554 mg/dL

Compari son wit/i Predicate device
Slope Intercept

n Range of samples (95% CI) (95% Cl) r
82ars 0.10-24.10 0.-98 -0.03 0.9998(0.98 to 0.99) (-004 to -0.01)

Conclusions
Poly-Chem 90 Total Bilirubin is substantially equivalent to currently marketed Total Bilirubin
reagent test systems.
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Dear Ms. Landicho.

We have reviewed your Section 5 10(k) preniarket notification of intent to market the
device referenced above and have determined the device is substantially equivalent (for
the indications for use stated in the enclosure) to legally marketed predicate devices
marketed in interstate commerce prior to NMay 28, 1976, thle enactment date of thle
Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug and Cosmetic Act (Act) that do not require
approval of a premarket approval application (PMA). You may. therefore, market thle
device, Subject to the general controls provsons of the Act. The general controls
provisions of the Act include requirements [or annual registration, listing of devices,
good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If Your device is classified (see above) into either class I I (Special Controls) or class III
(PMA). it may be subject to Such additional controls. Existing major regulations
affecting your device canl be found in Title 2 1, Code of Federal Regulations (CF R), Parts
800 to 895. In addition, FDA mlay publish Further announcements concerning Your
device in) the Federal Regtister.

P~lease be advised that FDA's issuance of'a substantial equivalence determination does
not mean that FDA has made a determination that y'our device complies with other
requirements of the Act or any Federal statutes and reCgulations administered by other
Federal agencies. You must Comply With all the Act's requirements, including, but not
limited to: registration and listing (2]1 CFR Part 807); labeling (2 1 CFR Parts 801 and
809); medical device reporting (reportina of medical device-related adverse events) (21
C FR 803); and good mianufacturing Practice requirementIs as set forth in) the qual it>'
systems (QS) regulation (21 CFR Part 820).
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If you desire specific advice for your device oil our labeling regulation (21 CFR Part 80 1), please contact the
Office of/tI Vitro Diagnostic Device Evaluation and Safety at (301) 796-5450. Also, please note the
reg-ulation entitled, 'Misbranding by reference to premarket notification" (21 CER Part 807.97). For
questions regvarding postmiarkct surveillance, please contact CDRH's Office Of Surveillance and Biometric's
(058's) Division of Postrnarket Surveillance at (301) 796-5760. For questions regarding the reporting of
adverse events under thie MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov/MedicalDeviees/Safety/ReportaP-oblen/default.htm for the CDRH's Office of
Surveillance and Biomietrics/Division of Postmnarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204 1 or ( 301 ) 796-
5680 or at its Internet address http://www.fda.eov/MedicalDevices/Resouecesfo You/Lndustrv/default.hti.

Sincerely yours,

Courtney H. Lias, Ph.D.
Director
Division of Chemistry and Toxicology
Office of/In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health



Indications for Use

51 0(k) Number (if known):

Device Name: Poly-Chem 90 Total Bilirubin test

Indications For Use:

Poly-Chem 90 Total Bilirubin is for the quantitative in vitro measurement of the level of
total bilirubin in human serum on the Poly-Chem 90 clinical chemistry analyzer.
Measurements of the level of bilirubin, an organic compound formed during the normal
and abnormal destruction of red blood cells, is used in the diagnosis and treatment of
liver, hemolytic hemnatological, and metabolic disorders, including hepatitis and gall
bladder block.

Prescription Use JAND/OR Over-The-Counter Use____
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

office of in Vitro Diagnost
Device Evaluation and Safety

51 0(k)


